
_,...,tlJS/lr,<'ii, 
Form Approved 0MB No. 2070-0060 

(~' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
'~( PROl'i-<,";/'" 401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May17,2011 EPA Reg No./File Symbol 43813-2 Page/ of/~ 

Applicant's/Registrant's Name & Address Product 

Janssen PMP, a Division of Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

830.1550 Product identity & composition 40478201 Jansen Pharmaceutica own 

830.1550 Product identity & composition 42793802 Janssen Pharmaceutica own 

830.1550 Product identity & composition 43016801 Janssen Pharmaceutica own 

830.1600 Description of materials 40478201 Janssen Pharmaceutica own 

830.1600 Description of materials 41595901 Janssen Pharmaceutica own 

830.1600 Description of materials 41545101 Janssen Pharmaceutica own 

830.1600 Description of materials 42403101 Janssen Pharmaceutica own 

830.1620 Description of production process 40478201 Janssen Pharmaceutica own 

830.1620 Description of production process 41595901 Janssen Pharmaceutica own 

830.1620 Description of production process 41545101 Janssen Pharmaceutica own 

830.1620 Description of production process 42403101 Janssen Pharmaceutica own 

830.1670 Discussion of formation of impurities 40478201 Janssen Pharmaceutica JWn -
830.1670 Discussion of formation of impurities 43223001 Janssen Pharmaceutica own 

830.1700 Preliminary analysis 41889801 Janssen Pharmaceutica own 

830.1750 Certified limits 41889801 Janssen Pharmaceutica Ol"n 

Signature ., , 

f<, l:i 1 ' " 

Name and Title Date 

vf(tZ/;vft1!J/l ? , "' / c:}-c:"££ii,1't JU William R. Goodwine, Director, Regulatory Affairs I f'viay ~7. 2011 
J 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved 0MB No. 2070-0060 

(Szl UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
"::t.,.~(Pfl01(.r, .. I' 401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May 17, 2011 EPA Reg No./File Symbol 43813-2 Page,:Zof /'i{ 
Applicant's/Registrant's Name & Address Product 

Janssen PMP, a Division of Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

830.1800 Enforcement analytical method 41889801 Jansen Pharmaceutica own 

830.1800 Enforcement analytical method 42793801 Janssen Pharmaceutica own 

830.6302 Color 41606106 Janssen Pharmaceutica own 

830.6303 Physical state 41606106 Janssen Pharmaceutica own 

830.6304 Odor 41606106 Janssen Pharmaceutica own 

830.6313 Stability to temperatures, metals & metal ions 41606106 Janssen Pharmaceutica own 

830.6313 Stability to temperatures, metals & metal ions 42793802 Janssen Pharmaceutica own 

830.7000 pH 41606106 Janssen Pharmaceutica own 

830.7200 Melting point 41606106 Janssen Pharmaceutica own 

830.7300 Density/relative density/bulk density 41606106 Janssen Pharmaceutica own 

830.7370 Dissociation constants in water 41606106 Janssen Pharmaceutica own 

830.7550 Partition coefficient (n-octanol/water) - shake flask 41606106 Janssen Pharmaceutica e,wn 

830.7840 Water solubility 41606106 Janssen Pharmaceutica own -
830.7840 Water solubility 42793802 Janssen Pharmaceutica ow,1 

830.7950 Vapor pressure 41606106 Janssen Pharmaceutica O\N'l 

Signatu~.K, 
I 

Date 

}1 
Name and Title m ···~ ~ William R. Goodwine, Director, Regulatory Affairs Ma/ 1:',2011 ,. 
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(&tl UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
""~~( f>f>.01(.(,:/' 401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May17,2011 EPA Reg No./File Symbol 43813-2 Page3of jg' 
Applicant's/Registrant's Name & Address Product 

Janssen PMP, a Division of Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

830.1750 Certification of Limits 42793801 Jansen Pharmaceutica own 

830.1620 Description of production process 43223001 Janssen Pharmaceutica own 

830.6302 Color 46713101 Janssen Pharmaceutica own 

830.6303 Physical state 46713101 Janssen Pharmaceutica own 

830.6304 Odor 46713101 Janssen Pharmaceutica own 

830.6313 Stability to temperatures, metals & metal ions 46713101 Janssen Pharmaceutica own 

830.6317 / 6320 Storage Stability I Corrosion Characteristics 46713102 Janssen Pharmaceutica own 

830.7000 pH 46713101 Janssen Pharmaceutica own 

830.7200 Melting point 46713101 Janssen Pharmaceutica own 

830.7300 Density/relative density/bulk density 46713101 Janssen Pharmaceutica own 

830.7370 Dissociation constants in water 46713101 Janssen Pharmaceutica own 

-
830.7550 Partition coefficient (n-octanol/water) - shake flask 46713101 Janssen Pharmaceutica 0wn 

830.7840 Water solubility 46713101 Janssen Pharmaceutica own 

830.7050 UVNisible Absorption 45822501 Janssen Pharmaceutica owr -
830.7950 Vapor pressure 46725101 Janssen Pharmaceutica oun 

Signature A Name and Title Date 

/!- 7) ... /. -~;/ /2t~·tYL I"'" ·, .. {~~~ William R. Goodwine, Director, Regulatory Affairs ' Mc1y , 7, 2011 
J 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 



.,#t,OSt..-,~si, 
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tazJ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

'""'Pllol~ 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May 17, 2011 EPA Reg No./File Symbol 43813-2 Page-4 of i? 
Aoolicant's/Reqistrant's Name & Address Product 

Janssen PMP, a Division of Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560 FUNGAFLOR Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

830.6316 Explodability 41606106 Janssen Pharmaceutica Own 

830.6317 Storage Stability 41606106 Janssen Pharmaceutica Own 

830.6320 Corrosion Characteristics 42012001 Janssen Pharmaceutica Own 

830.1550 Product ID & Composition 42403101 Janssen Pharmaceutica Own 

830.1650 Discussion of formation of impurities 43016801 Janssen Pharmaceutica Own 

-

Signatu.?t?Aa /<, Name and Title Date ;:J ~7~·· ., William R. Goodwine, Director, Regulatory Affairs 1,,1, ;. ni Ct'" ~ . ·rz..e I l'vlay ~7.2011 
J 
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( ~ \ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
.. ~i 401 M Street, S.W. ~(PIKll~ 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May 17, 2011 EPA Reg No./File Symbol 43813-2 Page5of t'i 
Applicant's/Registrant's Name & Address Product 

Janssen PMP, a Division of Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

81-1 Acute oral toxicity - rat (R23979/15) 00031596 Janssen Pharmaceutica own R23979/R27180 

81-2 Acute dermal toxicity - rabbit (2344) 41606104 Janssen Pharmaceutica own R23979 

81-3 Acute inhalation toxicity - rat (v83.308/230831) 00152439 Janssen Pharmaceutica own R23979 

81-3 Acute inhalation toxicity - rat (v83.308/230831-addenda} 41889802 Janssen Pharmaceutica own 

81-3 Acute inhalation toxicity - rat (R23979/L7-supplement) 42603401 Janssen Pharmaceutica own 

81-4 Primary eye irritation - rabbit (2253) 41606105 Janssen Pharmaceutica own R23979 

81-5 Primary dermal irritation (1864) 41328801 Janssen Pharmaceutica own R23979 

81-6 Dermal sensitization (2417) 41718701 Janssen Pharmaceutica own R23979 

81-6 Dermal sensitization (5337) 44512401 Janssen Pharmaceutica own R23979 

81-1 Acute oral toxicity - rat 46713104 Janssen Pharmaceutica own 

81-3 Acute inhalation toxicity 46713105 Janssen Pharmaceutica own 

81-5 Primary dermal irritation 46804501 Janssen Pharmaceutica nwr, 

81-8 Acute Neurotoxicity 46820201 Janssen Pharmaceutica own -. -
81-8 Acute Neurotoxicity 46820202 Janssen Pharmaceutica OV.'ll 

Signature , p 4 . ' Name and Title Dal& 

Ji~ -~ J,J,1, ~ . ~,x.e William R. Goodwine, Director, Regulatory Affairs 
I 

fl.:£.y '7, 2011 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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f ~ 1 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
\,.~j 401 M Street, S.W. ~<AAOIW 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May 17, 2011 EPA Reg No./File Symbol 43813-2 Page tof if 
Applicant's/Registrant's Name & Address Product 

Janssen PMP, a Division of Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

82-1 90-day feeding study-dog (1899) 41328802 Janssen Pharmaceutica own 

82-1 90-day feeding study - rat (3514-final) 43965704 Janssen Pharmaceutica own 

82-1 90-day feeding study - rat (3672) 43965705 Janssen Pharmaceutica own 

82-1 90-day feeding study- rat (V83.186/220555 - 6 mo.) 00162411 Janssen Pharmaceutica own 

82-1 90-day feeding study - rat (V84.140/220555 - 18 mo.) 00162412 Janssen Pharmaceutica own 

82-1 90-day feeding study - rat (3514-interim) 43735005 Jansen Pharmaceutica own 

82-1 90-day feeding study - rat (3514-interim for FK1960) 43735006 Jansen Pharmaceutica own 

82-2 21-day dermal-rabbit (2418) 42085201 Janssen Pharmaceutica own 

82-2 21-day dermal-rabbit (2418-supplement) 43016802 Janssen Pharmaceutica own 

-
, 

~ . 

Signature , 6 , . k /,~, / ... ., 
Name and Title Date Jtl ' -

!;(/ UtiJJL " /~- ?9;;;.:;../4,t.,q F1.?'. William. R. Goodwine, Director. Regulatory Affairs May ,·,. 2011 
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C'~ i UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ~. 
401 M Street, S.W. ,.~(/'RQ\t.fi'"#" 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May 17, 2011 EPA Reg No./File Symbol 43813-2 Page 7of !/ 
Applicant's/Registrant's Name & Address Product 

Janssen PMP, a Division of Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

83-5 Combined Chronic/Cancer- rat (3817, final+addenda 1-7) 44858001 Janssen Pharmaceutica own 

83-5 Combined Chronic/Cancer- rat (3817, interim) 44319901 Janssen Pharmaceutica own 

83-1 Chronic feeding - rat (V84.140/220555, 18 mo.) 00162412 Janssen Pharmaceutica own 

83-1 Chronic feeding - dog (1899) 41328802 Janssen Pharmaceutica own 

83-5 Combined Chronic/Cancer- rat (AGR581N85.153, addefli 41558501 Janssen Pharmaceutica own 

83-5 Combined Chronic/Cancer- rat (AGR581, Janssen reply) 43735004 Janssen Pharmaceutica own 

83-5 Combined Chronic/Cancer- rat (3817, addenda 8) 44951001 Janssen Pharmaceutica own 

83-5 Combined Chronic/Cancer- rat (AGR581N85.155,final) 00162413 Janssen Pharmaceutica own 

83-5 Combined Chronic/Cancer- rat (3817, addenda 9 [4032]) 44951002 Janssen Pharmaceutica own 

83-2 Oncogenicity study - mouse (2194, interim) 42890301 Janssen Pharmaceutica own 

83-2 Oncogencity study - mouse (2194, final) 42972001 Janssen Pharmaceutica owr 

-
83-2 Oncogenicity study - mouse (2194, supplement 1) 43242401 Janssen Pharmaceutica u\11, 

83-2 Oncogenicity study - mouse (2194, supplement 2) 43735002 Janssen Pharmaceutica own 
... ---

83-2 Oncogenicity study - mouse (2194, supplement 3) 44178501 Janssen Pharmaceutica OW'l -
83-2 

Signature ~ ~ Name and Title Cc...k, /-· ,. . . ') .. J{it!de211}\; K '~ C/~tvi£:h£ William. R. Goodwine, Director, Regulatory Affairs May17,2011 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY \~} 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May 17, 2011 EPA Reg No./File Symbol 43813-2 Page~of ;f 
Applicant's/Registrant's Name & Address Product 

Janssen PMP, a Division of Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

83-3 Developmental toxicity - rat (2003, 88-05) 41026603 Jansen Pharmaceutica own R27180 

83-3 Developmental toxicity- rabbit (2615) 42593601 Janssen Pharmaceutica own R27180 

83-3 Developmental toxicity- rabbit (2615, supplement) 43154201 Janssen Pharmaceutica own R27180 

83-3 Developmental toxicity - rabbit (1482) 00162406 Janssen Pharmaceutica own R18531 

83-3 Developmental toxicity- rabbit (1086) 00162408 Janssen Pharmaceutica own R18531 

83-3 Developmental toxicity - mouse (745, 85-02) 00146151 Janssen Pharmaceutica own R27180 

83-3 Developmental toxicity - mouse (2712) 44567802 Janssen Pharmceutica own R27180 

83-3 Developmental toxicity - mouse (2374, 90-06) 44578201 Janssen Pharmceutica own R27180 

83-3 Developmental toxicity - mouse (787 , 86-07) 44567803 Janssen Pharmaceutica own R27180 

83-4 Reproduction, 3 generation (736) 41026604 Janssen Pharmaceutica own R2:,97,1 --
83-4 Reproduction, 2 generation (2337) 42570701 Janssen Pharmaceutica owr R23979 --
83-4 Reproduction, 2 generation (2337, supplement) 42949402 Janssen Pharmaceutica J\JI, R23'J"79 

• - - & 

Sig?k/4tk;n 'l( )1 tPc--cf/u,~-~ 
Name and Title [\:.le 

William. R. Goodwine, Director, Regulatory Affairs May17,2011 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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t n\ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
,~~ 

401 M Street, S.W. "'~~. Pf>.01~{,..,,. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May 17, 2011 EPA Reg No./File Symbol 43813-2 Page 7'off&1 

Applicant's/Registrant's Name & Address Product 

Janssen PMP, a Division of Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

84-2 Gene mutation (Ames - 1999) 40729301 Janssen Pharmaceutica own R23979 

84-2 Chromosomal aberration (SCK86/02D) 40729302 Janssen Pharmaceutica own R23979 

84-2 Chromosomal aberration (SCK86/02D - Phase 3 summaa 41026602 Janssen Pharmaceutica own NA 

84-2 Gene Mutation (3470) 43735003 Janssen Pharmaceutica own R23979 

84-4 Other genotoxic effects (micronucleus-mice, 1911) 40729303 Janssen Pharmaceutica own R23979 

84-4 Other genotoxic effects (UDS-1, 920, rat) 43780201 Janssen Pharmaceutica own R23979 

84-4 Other genotoxic effects (UDS-2, 3666, mouse) 43965702 Janssen Pharmaceutica own R23979 

84-2 Gene mutation (Drosophila recessive lethal, 1146) 00162410 Janssen Pharmaceutica own R23979 

84-4 Other genotoxic effects (micronucleus-rat, 916) 00031599 Janssen Pharmaceutica own R23979 

-

--

Signature . ; 

'7< ~t , ' Name and Title C&:e 

1t/!,', .? Ua,:;,1i \ ... ,,/',. ?·7t:;td.{...;;(..,tn./; William. R. Goodwine, Director, Regulatory Affairs May 17, 2011 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May 17, 2011 EPA Reg No./File Symbol 43813-2 Page/l)of/8'· 

Applicant's/Registrant's Name & Address Product 

Janssen PMP, A Division of Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient Jmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

85-1 General metabolism-rat (FK1116) 42012003 Janssen Pharmaceutica own R23979 

85-1 General metabolism-rat (FK1116, supplement) 43016803 Janssen Pharmaceutica own R23979 

na Special study Metabolism-rat (FK675, compare salts & base) 43402601 Janssen Pharmaceutica own R23979/R27180 

na Special study Metabolism- (lmazalil & sulfite availability) 43437401 Janssen Pharmaceutica own Literature review 

85-2 Dermal penetration (FK1326) 42913401 Janssen Pharmaceutica own R23979/500EC 

na Safety assessment-mice (PPD-4, liver tumors) 43202401 Janssen Pharmaceutica own NA 

na Safety assessment-mice (PPD-4, supplement) 43735001 Janssen Pharmaceutica own NA 

na Safety assessment-mice (PPD-4, supplement) 43965703 Janssen Pharmaceutica own NA 

na Safety assessment-(chronic/cancer risk assessment) 44269601 Janssen Pharmaceutica own NA 

na Safety assessment (97002?1MZ, dietary risk assessment) 44216801 Janssen Pharmaceutica own NA 

na Safety assessment 99023/IMA, acute/chronic diet risk +ro 44858002 Janssen Pharmaceutica owr. NA -
na Safety assessment (9805/IMA, acute/chronic diet risk) 44567804 Janssen Pharmaceutica vwr, ~A -
na FQPA Supplemental Information 44567805 Janssen Pharmaceutica own ~A ----
na Occupational Exposure Assessment (citrus/cereals) 45059601 Janssen Pharmaceutica OW1 NA --
na Acute/chronic drinking water assessment (acute/chronic vg 45059602 Janssen Pharmaceutica own f\1A 

Signature /, .; . .. 

K,Ji~d~~ 
Name and Title C&<& 

-Jtlcltt,:tn·i William R. Goodwine, Director, Regulatory Affairs May 17, 2011 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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te;i UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~~< />ROI"-{,';/' 401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May17,2011 EPA Reg No./File Symbol 43813-2 Page// of/f 

Applicant's/Registrant's Name & Address Product 

Janssen PMP, a Division of Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

na -Special testing Mechanistic-rat (5009 interim) 44951003 Janssen Pharmaceutica own R23979 

na -Special testing Mechanistic-rat (5009-final) 45160101 Janssen Pharmaceutica own R23979 

na -Special testing Mechanistic-rat (5009-addenda FK3378) 45376801 Janssen Pharmaceutica own R23979 

na -Special testing Mechanistic-mouse (3140-PCNA supplement) 45362601 Janssen Pharmaceutica own R23979 

na -Special testing Mechanistic-rat (5009-PCNA supplement) 45362602 Janssen Pharmaceutica own R23979 

na-Special testing Mechanistic-mouse (3140-final) 43222601 Janssen Pharmaceutica own R23979 

na-Special testing Mechanistic-mouse (3140-interim) 43032701 Janssen Pharmaceutica own R23979 

na-Special Testing Mechanistic-mouse (3140-FK1600 supplement) 43202402 Janssen Pharmaceutica own R23979 

na-Special Testing Mechanistic-mouse (3140-supplement) 43242402 Janssen Pharmaceutica own R23979 

na-Special Testing Mechanistic-mouse (WIL-43601, interim) 45708401 Janssen Pharmaceutica own R?.j97-l 

na-Special Testing Mechanistic-mouse (WIL-43601, final) 45713701 Janssen Pharmaceutica 
. 

ow,, R23979 I -
na-Special Testing Mechanistic-mouse (WIL-43601, addenda) 45783801 Janssen Pharmaceutica o•vn R223:'9 

na-Special Testing Mechanistic-mouse (WIL-43601, addenda-PCNA) 45785601 Janssen Pharmaceutica own R2397S --
na-Special Testing Mechanistic-mouse ((MOA overview) 45822502 Janssen Pharmaceutica ov.n R23\:179 

na-Special Testing Mechanistic-mouse (WIL-43601, addenda II) 45822503 Janssen Pharmaceutica own ,-t~::S979 

Signature . 

?<,~ ~t7:divt;,p' 
Name and Title Di...tv 

7rJ~1i William. R. Goodwine, Director, Regulatory Affairs May 17, 2011 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved 0MB No. 2070-0060 

(:''~) UNITED STATES ENVIRONMENTAL PROTECTION AGENCY s. 
401 M Street, S.W. ~ •• l'P.0¢'";/ 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May17,2011 EPA Reg No./File Symbol 43813-2 Page/,2of J'i/ 
Applicant's/Registrant's Name & Address Product 

Janssen PMP, a Division of Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

161-1 Hydrolysis 00115272 Jansen Pharmaceutica own 

161-1 Hydrolysis 42403102 Janssen Pharmaceutica own 

161-2 Photolysis 40926701 Janssen Pharmaceutica own 

161-2 Photolysis 41350801 Janssen Pharmaceutica own 

162-1 Aerobic soil metabolism 148314 Janssen Pharmaceutica own 

162-1 Aerobic soil metabolism 158160 Janssen Pharmaceutica own 

162-3 Anaerobic aquatic 42012004 Janssen Pharmaceutica own 

163-1 Leaching & adsorption/desorption 00148072 Janssen Pharmaceutica own 

163-1 Leaching & adsorption/desorption 00158160 Janssen Pharmaceutica own --
160-5 Chemical Identity 41606106 Janssen Pharmaceutica own 

Signature h~Vi~ Name and Title Ca,& jt/d/i. '"7) William. R. Goodwine, Director, Regulatory Affairs '.?tin/l k. ·· May17,2011 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 



#',to,I'.!'\. Form Approved 0MB No. 2070-0060 

(&z) UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~1•PA01"-# 401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May 17, 2011 EPA Reg No./File Symbol 43813-2 Page/'3 of if;( 
Applicant's/Registrant's Name & Address Product 

Janssen PMP, a Division of Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

71-1 Avian oral LD50 - quail 00163243 Janssen Pharmaceutica own 

71-2 Avian dietary LC50 - duck 00030542 Janssen Pharmaceutica own 

71-2 Avian dietary LC50 - quail 00030543 Janssen Pharmaceutica own 

71-4 Avian reproduction - duck 42039801 Janssen Pharmaceutica own 

71-4 Avian reproduction - quail 41663801 Janssen Pharmaceutica own 

72-1 Freshwater fish LC50 41606101 Janssen Pharmaceutica own 

72-1 Freshwater fish LC50 41606102 Janssen Pharmaceutica own 

72-2 Acute LC50 - freshwater invertebrates 41606103 Janssen Pharmaceutica own 

na Equivalency of base & salt 00146710 Janssen Pharmaceutica own -. 
850.4400 Aquatic Plant toxicity Test 46818201 Janssen Pharmaceutica own 

850.5400 Algal Toxicity Test 46818202 Janssen Pharmaceutica • ow,1 

Signature , . . ~1 Name and Title Uc1te ,. ' .. -;J 1 ·, 
;1¼itca;11., I'\, . tJc~.,/1 n/ William. R. Goodwine, Director, Regulatory Affairs May17,2011 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved 0MB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
.. ~.i 401 M Street, S.W. ~( P!IQlt,v 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May 17, 2011 EPA Reg No./File Symbol 43813-2 Pagef'/of I e 
Applicant's/Registrant's Name & Address Product 

Janssen PMP, a Division of Janssen Pharmaceutics NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

171-2 Chemical identity 40478201 Janssen Pharmaceutica own 

171-2 Chemical identity 41545101 Janssen Pharmaceutics own 

171-2 Chemical identity 41595901 Janssen Pharmaceutics own 

171-2 Chemical identity 42403101 Janssen Pharmaceutics own 

171-2 Chemical identity 43016801 Janssen Pharmaceutica own 

171-2 Chemical identity 43223001 Janssen Pharmaceutics own 

171-4(a) Nature of Residue - citrus 42012008 Janssen Pharmaceutics own 

171-49a) Nature of Residue - citrus 42403102 Janssen Pharmaceutics own 

171-4(a) Nature of Residue - citrus 43308401 Janssen Pharmaceutica own 
---

171-4(a) Nature of Residue - citrus 92072037 Janssen Pharmaceutics own 

171-4(a) Nature of Residue - bananas 42012009 Janssen Pharmaceutica 
1 OWi, 

171-4(a) Nature of Residue - bananas 43965701 Janssen Pharmaceutics m•1n 

-
171-4(a) Nature of Residue - wheat 42626901 Janssen Pharmaceutica own 

171-4(a) Nature of Residue - apples 00145199 Janssen Pharmaceutics ov.n 

171-4(a} Nature of Residue - apples 00157188 Janssen Pharmaceutica own 

Signature . , ;j~;,_;, Name and Title lJate wdtta?rt 72__ William. R. Goodwine, Director, Regulatory Affairs May 17, 2011 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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cs1 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
4 '~<prio1d-"~ 401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May 17, 2011 EPA Reg No./File Symbol 43813-2 Pagei5of ,[{ 

Applicant's/Registrant's Name & Address Product 

Janssen PMP, Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

171-4(b} Nature of Residue - Livestock 42454801 Janssen Pharmaceutica own 

171-4(b} Nature of Residue - Livestock 42454802 Janssen Pharmaceutica own 

171-4(b} Nature of Residue - Livestock 42593602 Janssen Pharmaceutica own 

171-4(b} Nature of Residue - Livestock 42838201 Janssen Pharmaceutica own 

171-4(b} Nature of Residue - Poultry 00148884 Janssen Pharmaceutica own 

171-4(b} Nature of Residue - Poultry 43076101 Janssen Pharmaceutica own 

171-4(c} Residue Analytical Method - citrus 00109269 Janssen Pharmaceutica own 

171-4(c} Residue Analytical Method - citrus 42454804 Janssen Pharmaceutica own 

171-4(c) Residue Analytical Method - bananas 42454803 Janssen Pharmaceutica own -~ 
171-4(c) Residue Analytical Method - bananas 42454805 Janssen Pharmaceutica own 

171-4(c) Residue Analytical Method - cereals 42626902 Janssen Pharmaceutica : OWII 

' 171-4(c) Residue Analytical Method - Radiovalidation 44532901 Janssen Pharmaceutica o•vn 

-- -
171-4(d) Residue Analytical Method - poultry (feasibility) 44786501 Janssen Pharmaceutica own 

171-4(d) Residue Analytical Method - poultry (validation) 44858003 Janssen Pharmaceutica ov,n 

Signature ~- , k L:/4 i . . Name and Title 1late I I , , , ,,/,_ t>oz-/!t.,ut1-~ t, va,1,n - William. R. Goodwine, Director, Regulatory Affairs May 17, 2011 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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(~) UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
\'\,~~,PF\01~ .. f' 401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May 17, 2011 EPA Reg No./File Symbol 43813-2 Page/(>of if 
Applicant's/Registrant's Name & Address Product 

Janssen PMP, a Division of Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

171-4(d) Residue Analytical method - livestock 00109269 Janssen Pharmaceutica own 

171-4{d) Residue Analytical method - livestock (feasibility) 44051701 Janssen Pharmaceutica own 

171-4(d) Residue Analytical method - livestock (feasibility) 44337701 Janssen Pharmaceutica own 

171-4(d) Residue Analytical method - livestock (validation) 44455601 Janssen Pharmaceutica own 

171-4 Residue Analytical Method - Multi-residue (AGR345) 45520401 Janssen Pharmaceutica own 

171-4(e) Storage stability - citrus 42643301 Janssen Pharmaceutica own 

171-4(e) Storage stability - bananas 42626903 Janssen Pharmaceutica own 

171-4(e) Storage stability - cereals 00157189 Janssen Pharmaceutica own 

171-4(e) Storage stability - cereals 42755301 Janssen Pharmaceutica own 

-·· 
171-4 (d) Residue Analytical method - livestock (AGR361, validation 45589501 Janssen Pharmaceutica own 

171-4 {d) Residue Analytical method - livestock (AGR415, ILV) 
. 

45589502 Janssen Pharmaceutica • own 

' 
-

Signature . bk ,~ ' Name and Title ,late JC/ .. ,:;, ··-;; 
(./~lzr>rri., /,. ,/. 'JC~tJu"' William. R. Goodwine, Director, Regulatory Affairs May17,2011 
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Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May 17, 2011 EPA Reg No./File Symbol 43813-2 Page/7of / f 
Applicant's/Registrant's Name & Address Product 

Janssen PMP, a Division of Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

171-4U) Magnitude of Residue - livestock 00109269 Janssen Pharmaceutica own 

171-4U) Magnitude of Residue - livestock 44568301 Janssen Pharmaceutica own 

171-40) Magnitude of Residue - poultry 44918801 Janssen Pharmaceutica own 

171-4(k) Magnitude of Residue - citrus 40509402 Janssen Pharmaceutica own 

171-4(k) Magnitude of Residue - citrus 40509403 Janssen Pharmaceutica own 

171-4(k) Magnitude of Residue - citrus 40713805 Janssen Pharmaceutica own 

171-4(k) Magnitude of Residue - citrus 92072040 Janssen Pharmaceutica own 

171-4(k) Magnitude of Residue - bananas 42058701 Janssen Pharmaceutica own 

171-4(k) Magnitude of Residue - bananas 42454805 Janssen Pharmaceutica own 

--
171-4(k) Magnitude of Residue - bananas 42710501 Janssen Pharmaceutica own 

171-4(1) Magnitude of Residue -citrus 40509403 Janssen Pharmaceutica : OWlr 

171-4(1) Magnitude of Residue -citrus 42348301 Janssen Pharmaceutica own 

171-4(1) Magnitude of Residue -citrus 42405501 Janssen Pharmaceutica own 

171-4(1) Magnitude of Residue -citrus 42454806 Janssen Pharmaceutica ov.n 

Signature .· ,., / ., I<;, 't Name and Title lJc1tt:l 

7(/itf£l]/J1'~ /;,Pi~~~; William. R. Goodwine, Director, Regulatory Affairs May 17, 2011 

EPA Form 8570-35 (9-97) Electromc and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date May 17, 2011 EPA Reg No./File Symbol 43813-2 Page j&1 of I g" 

Applicant's/Registrant's Name & Address Product 

Janssen PMP, a Division of Janssen Pharmaceutica NV, 1125 Trenton-Harbourton Road, Titusville, NJ 08560-0200 Fungaflor Technical 

Ingredient lmazalil 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

171-4(k} Magnitude of Residue - cereals 00150020 Janssen Pharmaceutica own 

171-4(k) Magnitude of Residue - cereals 00157190 Janssen Pharmaceutica own 

171-4(k) Magnitude of Residue - cereals 42852001 Janssen Pharmaceutica own 

171-4(k} Magnitude of Residue - cereals 42852002 Janssen Pharmaceutica own 

171-4(k) Magnitude of Residue - cereals 42868101 Janssen Pharmaceutica own 

171-4(k) Magnitude of Residue - cereals 43285001 Janssen Pharmaceutica own 

171-4(k} Magnitude of Residue - cereals 92072041 Janssen Pharmaceutica own 

171-4{k) Magnitude of Residue - cereals 92072042 Janssen Pharmaceutica own 

-·· 

' ' 
w 

so"'Ji~vL f<_ )1~,£"/,~ Name and Title licite 

William. R. Goodwine, Director, Regulatory Affairs May 17, 2011 
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